This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study design
This was an open-label phase IIIb clinical trial, carried out in six medical centres in the USA. The method of randomisation was not reported. Patients were followed for one year or until death, whichever was earlier, the one-year retention rate was 94% in both groups. No blinded assessment of outcome was performed.
Analysis of effectiveness
The basis of the analysis of the clinical study appears to have been treatment completers only as the three patients randomly allocated to the ATG group who did not receive any dose of drug were excluded from the effectiveness analysis. The primary health outcomes used in the analysis were health-related quality of life (estimated using the visual analogue scale (VAS) from the EuroQol instrument at baseline, day 4, and weeks 1, 2, 4, 12, 24, and 52) and the qualityadjusted survival curve (estimated for the year subsequent to treatment by multiplying survival probability by VAS score at each follow-up interview). Secondary outcomes were mortality, acute clinical rejection, biopsy-proven acute rejection, second transplants, delayed graft function, 6-month survival, and one-year survival (most of these results were presented in a previous abstract, but no paper was available). Study groups were shown to be comparable at baseline in terms of demographic and clinical characteristics of donors and patients receiving the organ. However, patients in the basiliximab group were significantly younger than those in the ATG group.
Effectiveness results
The mean VAS scores in the ATG group were as follows:
Baseline 68, day four 67.5, week one 72.2, week two 74.9, week four 81.2, week twelve 81.1, week twenty-four 81.7, and week fifty-two 82.4.
The mean VAS scores in the basiliximab group were as follows:
Baseline 66.9, day four 70.4, week one 74.2, week two 76.2, week four 80.2, week twelve 81.9, week twenty-four 80.2, and week fifty-two 83.8.
The total quality-adjusted life year 81.5 +/-16.5 in the ATG group and 81.1 +/-19.5 in the basiliximab group. The difference (0.45; 95% CI: -5.9 -6.8) was not statistically significant.
As regards secondary outcome, the number of deaths was 4 (basiliximab) and 2 (ATG); the rate of acute clinical rejection was 33% (basiliximab) and 32%(ATG); the biopsy-proven acute rejection was 19% (basiliximab) and 18%(ATG); the rate of second transplants was 7% (basiliximab) and 9%(ATG); the rate of delayed graft function was 23% (basiliximab) and 34%(ATG); the 6-month survival was 94% (basiliximab) and 97%(ATG); and the one-year survival was 94% (basiliximab) and 98%(ATG).
None of the differences between groups in the primary and secondary outcomes were statistically significant. The subgroup analysis showed similar results.
Measure of benefits used in the economic analysis
The effectiveness study showed that the two immunoprophylaxis approaches were similarly effective and led to comparable quality of life scores and, as a consequence of these results, a cost-minimisation analysis was conducted.
Direct costs
Discounting was not relevant as costs were incurred over a period of one year. A detailed breakdown of costs was provided, but unit costs were not reported separately from quantities of resources used. Only drug unit costs were reported. The health service costs included in the economic evaluation were hospitalisation, subsequent transplantrelated hospitalisation, outpatient visits, and medication use in both inpatient and outpatient settings. Hospitalisation data included length of hospital stay, days in the intensive care unit (ICU), and procedures. Organ acquisition costs were not included in the analysis because they were incurred prior to randomisation. The cost/resource boundary adopted in the study was not stated. Resource use was based on actual data collected alongside the trial. The estimation of hospital costs was derived from the bills of 40 patients (hospitalised in one centre). The costs incurred by the remaining 95 patients (in the other five centres) were estimated using a linear regression imputation technique. Charges were converted to costs using the hospital-wide Medicare cost to charge ratio. Physician fees were estimated from Medicare reimbursement rates, while drug expenses were based on average wholesale prices. Other costs were based on reimbursement rates. The price year appears to have been 1997.
Statistical analysis of costs
Univariate and multivariate statistical analyses were conducted to analyse costs, mainly due to the skewed distribution of costs. The same subgroup analysis as that conducted in the effectiveness analysis was carried out with costs.
Indirect Costs
Indirect costs were not included.
Currency

US dollars ($).
Sensitivity analysis
No sensitivity analyses were performed.
Estimated benefits used in the economic analysis
Please refer to the effectiveness results reported earlier.
Cost results
Total initial costs were $54,729 in the ATG group and $45,857 in the basiliximab group and the difference favoured the basiliximab group ($8,872; 95% CI: $1,169 -$16,573), mainly due to lower initial hospitalisation costs and lower drug costs.
Post-discharge costs were similar: $19,183 in the ATG group and $19,213 in the basiliximab group, with a difference of only $30 (95% CI: -$4,757 -$4,697). The multivariate regression analyses led to similar results.
